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No. 250J NEW DELHI, WEDNESDAY, JUNE 15, 1994/JYAISTHA 25, 1916 


ark qfr^R narran' 

(^btreit fErvmr) 

5rftT4T^TF 

nffwt, 15 1994 

*17. 44. fa. SI 1 (4T):—3TtafsT afa 5r4TU4 
’muff fRERTj 1945 44 3fR nWET 4R% % fan 
4rflm front 44 fronfnffn , SiTTO, %^tn 

4T4TR aftnfn * ark smran rmnft srfnfron, 1940 

( 1940 44 23) 4?t ETTTT 12 3fk STRT 33 gT4T 44Tfr 

!n%nff 44 444T 444T gn, aftqfa ronffatt OTIfTR 

jft£ 4 RTflTjt 44% % 4U^rd 44T4T t, 444 

fcTRTaft 4% 4%<tTT44R 44 ntft rofront 4ft 4T444ft % 

farr foT4^ T44 STOlfro g't% 4% 44(44T 444f?T4 

f^T4T ufFTT £ afk 44 ^44T 4T 4T4t | fr 444 SfTTO 
front <TT, 44 4IL4T 4, fawt 44 4444 4% sfTOT, 

f3T4% 4g srftrW^PTT 5T44fif4 4ft affift t, 444T 44 
444iST 4RT i\ 4TTfft I, 44T414 fat 44 STOfsi 4% 
% 44RRJ f%4jR f%47 '4TFT4T ; 


f 4 Tf^r 3 TT#ff in gnrot qr, aft sttto 

front 4 % 3 TTTO 54 T 5 T 4 TTT fafttw sprfa 4 % n mfc r 

% 4 f% froft 4 4(4.1 % sn^r ffn, nrorR fq^R 
qkrft 1 

snro fron 

1. (i) front qnnfsror nrn afafn aftr s^urt 
nrmft (rofrun) Iron, 1994 ft 1 

(ii) n Tran^r % affro rornro 4ft arkt*! qrr 

444 ?fn 1 

2. artnfa ark jRmnr nrntft faro, 1945 % 
fron 65 %,— 

(41) nq-fron (5) % qpnr (1] if ro^iw (n) 
% 4f^Tcr fan Ri fad ronsk sftfr amtnT 
nVfq;:— 

“(»•) ** nsm rofro % ?rorsR, fan% 
SRT 4T 4ro%T l 4 % mftn 3Tkfn 44 
frw twroT «n 1 
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(w) TTpT3F (is) % % WT <TT, 

PlHpip3ci TT-TF RTT 37337, FFfr[:— 

"qrg n? 33 FEjjrfPwi Pft spt 

3PT 3jiT i?T31, pT^ TETF +1 <°hi < ff 3TT31TI * I'jH 
^Err fttEt % fsPEt PrPi3 3T ir spjiftfeT afar 
f^icTT Ppp3 Pptt& ; ?mf PrPmfm sttt 
fPTR &rrw *3tEt # ffft uro r! 
frform fstt fsFT, fhoff tift fEpFcirr ttsth % 

WW % pT3 FfFF3 3ThfSpff % PlF 3T 33 

rPEE % FsfEr iff fttttT FRnFf % totEt % 
Pte 5rf333 fWoft % Pr^ 53 m % ftPEt 73 % 
|3 IVPad 33 if snf«T£3 FfF3i3f FT fF373i 
PFJ33 pFFT 33T I % 3TO 33 SF1FK ?TOf TT 
333 3TT1T3 Pf73T FIEFT 3ffr 33 FF^pFOTfElf 
eTTTT JTF3 3FT fF3fT3 FTOf % Fp^EsT ^«PP 3T 
3 Vi 33^3 I ” 

[3. tpF3. 11014/1 l/93-3t QTT 3*r ytW Ft 3FT 3] 
S^'Jii F3T, 3333 3f33 

FtFST 3ftT 5T3TST3 FTFFt PptF, 1945, 1-5-79 
3*3 FFT 33Tf33 *3 ®T ^FTOT sfE FpFTT *F?3T3 
(?FTOT f33T3) TO 3 PeET STErfST 3lH 33133 
3T33t, FfFpTFF afP pTFF (fT. Ft. sft, 33 .) tft 
Fp-H Pi cl §[, 3T3f% c 3 ^ I 3PTT3T3 333 pTFFf if 'Hi vn 
% TIFFF FTF-II ®W (3)(i) 3 33lP33 P^ ~3 p Tp33 
3f3^33T3Tf STTT 3?ftftl3 f*F3 33 | :— 

1. 3T. 33. f3. 1241, 3RP3T 6-10-1979 
. 2- 31. 33. f3. 1242, 3KPj 6-10-1979 
3- 3T. 33. Pt. 1243, 3TTtl3 6-10-79 

4. 3T, 33. f3. 1281, 3TTpS 12-10-79 

5. 3T, 33. f3. 430, 3Rter 19-4-80 

6. 3T. 33. pT. 779, 3 REf 26-7-80 

7. 3T , 33. Pi. 540(3), FEE? 22-9-80 

8. 3T, 33. Pi. 680, 3RP? 5-12-80 

9. 3T. 33 Pi. 63l(3), 3Kp? 5-12-80 

10- 3T. EFT. Pr. 682 ( 3 ), 3REF 5-12-80 

11 . 3T, 33. Pr. 27(3), 3 lfpF 17-1-81 

12. 3T. 33. Pr. 478(3), FEE? 6-8-81 

13. 3T. 33. Pr. 62(3), FRpJ 15-2-82 

14 3T. 33. pT. 462(3), FRpF 22-6-82 

15. FT. 33. Pi. 510(3), FlfEF 26-7-82 

16. FT. 33. Pi. 13(3), FlEEST 7-1-83 

17. FT. 33, Pr. 318(3), FREf 1-5-84 


18 . FT. 33. Pr. 331(3), FRET 8-5-84 

19. 33. 33. Pt. 46 0(3), FRltFI 20-6-84 

20- FT. 33. Pt. 487(3), FREf 2-7-84 

21. FT. 33. Pr. 89(3), FREF 16-2-85 

22. FT. 33. Pi. 788(3), FREF 10-10-85 

23. FT. 33. Pr. 17(3), FREF 7-1-86 

24. FT. 33. Pt. 1049(3), TFpT 29-5-86 


2 5- 

m. 

33 . Pt. 

1 0 6 0 ( ST) 

, 3REf 5-9-86 

2G. 

?rr. 

33 . Pt. 

1115(13), 

mfpf 

30-9-86 

27- 

^TT. 

33 . Pr. 

71(3), 30-1-87 

28. 


33 . Pt. 

570(f), 

3RP? 

12-6-87 

29. 

?TT r 

33 . Pt. 

626(f), 

TrrTter 

2-7-87 

30- 


33 . Pt . 

792(F), 

3TTt*f 

17-9-87 

3L 

?TT. 

33 . Pt. 

371(F), 

cnrt*f 

14-3-88 

3 2- 

TTT. 

33 . Pt. 

75(F), cTRlST : 

2-6-88 

33. 

7TT. 

eft. Pr. 

675(F), 

3rd*? 

2-6-88 

34- 

HT. 

33 . Pt. 

676(F), 

mfPa 

2-6-88 

35- 

m. 

33 . Pt. 

677(f), 


2-6-88 

36. 

¥TT. 

33 . Pt. 

681(F), 

3rPT*f 

6-6-88 

3 7. 

m. 

33 . Pt. 

735(f), 


24-6-88 

38- 


33 . Pt. 

813(f), 

aTfP? 

27-7-88 

39- 

?n. 

33 , Pr. 

944(F), 

31 <t<sr 

21-9-88 


(?rf333) 

40- 3T. eft. Pt. 43 ( 3 ), (TRtU 20-1-89 

(i?[fe33) 

41. TTT. 33. Pr. 44(3), 3Rp3 20-1-89 

(3rfil33) 

42. 3T 33. Pt. 100(3), 3RP? 14-2-89 

(5jfe33) 

43. 31., 33. Pi. 443(3), 3T1<3' 12-4-89 

(uri^ra) 

44 . 31. 33 . Pt. 588(3), fTTTpJ 2-6-89 

(?[few) 

45. 3T. 33. PT. 691(3), friTP? 11-7-89 

46. 3T. 33, PT, 784(3) , 3131*31 28-8-89 

47. 3T 33. Pi. 16(3), 3TfT3 1-10-89 

48. 3T. 33. PT. 73l(3), TRET 23-8-90 

49. 3T. 33, PT. 865(3), cTITt’a' 25-10-90 

50-31. 33. Pi. 11(3), 3Rpgr 7-1-91 
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51. 

m. 

it. 

fl. 

52. 

IT, 

4H , 

fl. 

5 3. 

m. 

41, 

fl. 

5 4- 

IT 

n. 

fl 

5 5. 

AT. 

n 

fl. 

5(3* 

it, 

41 

fl 

5 7- 

IT. 

41. J 

fl. 

58 

m. 

41. 

fl. 

59. 

it. 

41, 

f-r. 

60. 

IT. 

11. 

fi. 

61. 

it. 

4T. 

fi. 

62. 

m. 

41. 

fi. 

6 3* 

'it. 

41 > 

fi. 

6 4. 

HI. 

H. 

fi. 

65- 

it. 

irr. 

fi. 

66* 

IT. 

m. 

fi. 

6 7. 

m. 

41 , 

fi. 

‘ 68. 

IT. 

n. 

fi. 

69- 

m. 

41, 

fi. 

70. 

m + 

IT. 

fi. 

71- 

it. 

41* 

fi 


(ufftm) 


72- 

IT. 

41. 

fi. 

7 3. 

IT. 

41. 

fi. 

74. 

IT. 

41. 

fi. 

75. 

it. 

41. 

fi. 


(urfaHH) 


7 6. 

m. 

n. 

fi 




77. 

m. 

n. 

fi 


( wfVra) 


78. 

m. 

n. 

fi. 

7 9. 

it, 

41, 

fi 

6 0. 

IT 

H. 

'fi 

81. 

m. 

41, 

fi. 


223(h), HFpJ 19 - 4-91 
2 46(h). 1 - 5-91 

301(h) 7 - 6-91 

302(h). frpVsf 7-6-91 
491 (h), frrrt'S’ 25 - 7-91 
195 (h), 25 - 7-91 

5 32(h), HT^I 14 - 8-91 
626(51), HEW 14 - 10-9 1 

6 « 8 (?r), fTr^rg- 7-11-91 
730(h), HTTp? 10-12-91 
59 (h), HRp3 22-1-92 
305(51), fTF>f 4-3-92 (^fSTH) 
445(51), HRpI 30-4-92 
597(51), cTrrte 17-6-92 
663(51), apfa 3-7-92 
723(51), trpfrr 11-8-92 
796(51), TPhsT 1-10-92 
877(51), HPfa 17-11-92 
904(51), 2-11-92 

923(H), FTTTpJ 14-12-92 
27(H), Hlftar 22-1-93 

28(h), frprte 22-1-93 
86 (H), clRpT 26-2-93 
296 (h), HPp? 24-3-93 
373 (h), HlfTH 13-4-93 

374(H), HPtH 13-4-93 

447(H), HFtH 10-6-9 3 

658(h), HRNt 19-10-93 
673(H), HPfa 27-10-93 
108(H), TRTH 22-2-94 
J 09(H), OTltH 22-2-94 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 
New Delhi, the 15th June, 1994 

G.S.R. 511(E).—Tlie following draft of cer¬ 
tain rules further to amend the Drugs and Cosmc- 
ilcs Rules, 1945, which the Central Government 
propose to make, after consultation with Drugs 
Technical Advisory Board, in exercise of the pow¬ 
ers conferred by sections 12 and 33 of the Drugs 
and Cosmetics Act, 1940 (23 of 1940), is hereby 
published as required by the said sections for the 
information of all persons likely to be affected 
thereby and notice is hereby given that the said 
draft rules will be taken into consideration after 
the expiry of a period of forty five days from the 
date on which the copies of the Official Gazette 
in which this notification is published, are made 
available to the public. 

Any objections or suggestions which may be 
received from any person with respect to the said 
draft rules before the expiry of the period so speci¬ 
fied will be taken into consideration by the Cen¬ 
tral Government. 


DRAFT RULES 

1. (i) These rules may be called the Drugs and 
Cosmetics (Amendment) Rules, 1994. 

(ii) They shall come into force on the date of 
their final publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rule, 1945, in 
rule 65,— 

(a) in sub-rule (5), in clause (1), after suo- 
clause (d), the following sub-clause shall 
be added, namely :— 

“(e) the signature of the competent person 
by or under whose supervision the 
drug was sold.” 

(b) for the proviso to sub-rule (18), the fol¬ 

lowing proviso shall be substituted, 
namely;— 

“Provided that this sub-rule shall not be 
applicable to licensees who have been 
appointed as approved chemists, by 
the State Government in writing, 
under the Employees’ State Insurance 
Scheme; or have been appointed as 
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authorised agent or distributor, by the 
manufacturer in writing, for drugs 
meant for consumption under the 
Central Government health Scheme, 
the Government Medical Stores De¬ 
pots, the Armed Forces Medical Sto¬ 
res or other Government Institutions 
for drugs meant for consumption un¬ 
der those schemes subject to the con¬ 
ditions that the stock shall be stored 
separately from the trade stocks aDd 
that such licences shall maintain sepa¬ 
rate records of the stocks received 
and distributed by them.” 

[No. X. 11014111193-DMS&PFA] 
SHAILAJA CHANDRA, Jt. Secy. 

Note ; The Drugs & Cosmetics Rules, 1945 as 
amended uplo 1-5-1979 is contained in the publi¬ 
cation of the Ministry of Health & Family Wel¬ 
fare (Department of Health) containing the 
Drugs & Cosmetics Act and the Rules (PDGHS- 
61). Subsequently the said rules have been amen¬ 
ded by the following notifications published in 
Part 11, Section 3, Sub-section (i) of the Gazette 
of India, namely :— 

1. GSR 1241 dated 6-10-1979. 

2. GSR 1242 dated 6-10-1979. 

3. GSR 1243 dated 6-10-1979. 

4. GSR 1281 dated 12-10-1979. 

5. GSR 430 dated 19-04-1980. 

6. GSR 779 dated 26-7-1980. 

7. GSR 540(E) dated 22-9-1980. 

8. GSR 680(E) dated 5-12-1980. 

9. GSR 631(E) dated 5-12-1980. 

10. GSR 682(E) dated 5-12-1980. 

11. GSR 27(E) dated 17-1-1981. 

12. GSR 478(E) dated 6-8-1981. 

13. GSR 62(E) dated 5-2-1982. 

14. GSR 462(E) dated 22-6-1982. 

15. GSR 510(E) dated 26-7-1982. 

16. GSR 13(E) dated 7-1-1983. 

17. GSR 318(E) dated 1-5-1984. 

18. GSR 331(E) dated 8-5-1984. 

19. GSR 460(E) dated 20-6-1984. 

20. GSR 487(E) dated 2-7-1984. 
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21. GSR 89(E) dated 16-2-1985. 

22. GSR 788(E) dated 10-10-1985. 

23. GSR 17(E) dated 7-1-1986. 

24. GSR 1049(E) dated 29-8-1986. 

25. GSR 1060(E) dated 5-9-1986. 

26. GSR 1115(E) dated 30-9-1986. 

27. GSR 71(E) dated 30-1-1987. 

28. GSR 570(E) dated 12-6-1987. 

29. GSR 626(E) dated 2-7-1987. 

30. GSR 792(E) dated 17-9-1987. 

31. GSR 371(E) dated 24-3-1988. 

32. GSR 75(E) dated 2-6-1988. 

33. GSR 675(E) dated 2-6-1988. 

34. GSR 676(E) dated 2-6-1988. 

35. GSR 677(E) dated 2-6-1988. 

36. GSR 680(E) dated 6-6-1988. 

37. GSR 735(E) dated 24-6-1988. 

38. GSR 813(E) dated 27-7-1988. 

39. GSR 944(E) dated 21-9-1988 Corri¬ 
gendum. 

40. GSR 43(E) dated 20-1-1989 Corri-‘ 
gendum. 

41. GSR 44(E) dated 20-1-1989 Corri¬ 
gendum. 

42. GSR 100(E) dated 14-2-1989 Corri¬ 
gendum. 

43. GSR 443(E) dated 12-4-1989. 

44. GSR 588(E) dated 2-6-1989 Corri¬ 

gendum . 

45. GSR 691(E) dated 11-7-1989. 

46. GSR 784(E) dated 28-8-1989. 

47. GSR 16(E) dated 10-1-1990. 

48. GSR 731(E) dated 23-8-1990. 

49. GSR 865(E) dated 25-10-1990. 

50. GSR 11(E) dated 7-1-1990. 

51. GSR 223(E) dated 19-4-1991. 

52. GSR 246(E) dated 1-5-1991. 

53. GSR 301(E) dated 7-6-1991. 

54. GSR 302(E) dated 7-6-1991. 

55. GSR 491(E) dated 25-7-1991. 

56. GSR 495(E) dated 25-7-1991. 
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57. GSR 532(E) dated 14-8-1991. 

58. GSR 626(E) dated 14-10-1991. 

59. GSR 668(E) dated 7-11-1991. 

60. GSR 730(E) dated 10-12-1991. 

61. GSR 59(E) dated 22-1-1992. 

62. GSR 305(E) dated 4-3-1992 Corri¬ 
gendum. 

63. GSR 445(E) dated 30-4-1992. 

64. GSR 597(E) dated 17-6-1992. 

65. GSR 663(E) dated 3-7-1992. 

66. GSR 723(E) dated 11-8-1992. 

67. GSR 796(E) dated 1-10-1992. 

68. GSR 904(E) dated 2-11-1992. 

69. GSR 877(E) dated 17-11-1992. 


70. GSR 923(E) dated 14-12-1992. 

71. GSR 27(E) dated 22-1-1993 Corr- 
gendum. 

72. GSR 28(E) dated 22-1-1993. 

73. GSR 86(E) dated 26-2-1993. 

74. GSR 296(E) dated 24-3-1993. 

75. GSR 373(E) dated 13-4-1993. 

76. GSR 374(E) dated 13-4-1993. 

77. GSR 447(E) dated 10-6-1993 Corri¬ 
gendum. 

78. GSR 658(E) dated 19-10-1993. 

79. GSR 673(E) dated 27-10-93. 

80. GSR 108(E) dated 22-2-1994. 

81. GSR 109(E) dated 22-2-1994. 
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